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Food and Drug Administration, HHS § 610.1

reimbursement and engaged in the
compatibility testing and transfusion
of blood and blood components, but
which neither routinely collect nor
process blood and blood components.
The collection and processing of blood
and blood components in an emergency
situation as determined by a respon-
sible person and documented in writ-
ing, therapeutic collection of blood or
plasma, the preparation of recovered
human plasma for further manufactur-
ing use, or preparation of red blood
cells for transfusion are not acts re-
quiring such transfusion services to
register.

(g) Clinical laboratories that are ap-
proved for Medicare reimbursement
and are engaged in the testing of blood
products in support of other registered
blood establishments.

[40 FR 52788, Nov. 12, 1975, as amended at 43
FR 37997, Aug. 25, 1978; 45 FR 85729, Dec. 30,
1980; 49 FR 34449, Aug. 31, 1984]
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AUTHORITY: Secs. 201, 501, 502, 503, 505, 510,
701 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 321, 351, 352, 353, 355, 360, 371);
secs. 215, 351, 352, 353, 361 of the Public Health
Service Act (42 U.S.C. 216, 262, 263, 263a, 264).

SOURCE: 38 FR 32056, Nov. 20, 1973, unless
otherwise noted.

CROSS REFERENCES: For U.S. Customs
Service regulations relating to viruses, se-
rums, and toxins, see 19 CFR 12.21—12.23. For
U.S. Postal Service regulations relating to
the admissibility to the United States mails
see parts 124 and 125 of the Domestic Mail
Manual, that is incorporated by reference in
39 CFR part 111.

Subpart A—Release Requirements

§ 610.1 Tests prior to release required
for each lot.

No lot of any licensed product shall
be released by the manufacturer prior
to the completion of tests for conform-
ity with standards applicable to such
product. Each applicable test shall be
made on each lot after completion of
all processes of manufacture which
may affect compliance with the stand-
ard to which the test applies. The re-
sults of all tests performed shall be
considered in determining whether or
not the test results meet the test ob-
jective, except that a test result may
be disregarded when it is established
that the test is invalid due to causes
unrelated to the product.
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§ 610.2 Requests for samples and pro-
tocols; official release.

(a) General. Samples of any lot of any
licensed product, except for radioactive
biological products, together with the
protocols showing results of applicable
tests, may at any time be required to
be sent to the Director, Center for Bio-
logics Evaluation and Research. Upon
notification by the Director, Center for
Biologics Evaluation and Research, a
manufacturer shall not distribute a lot
of a product until the lot is released by
the Director, Center for Biologics Eval-
uation and Research: Provided, That
the Director, Center for Biologics Eval-
uation and Research, shall not issue
such notification except when deemed
necessary for the safety, purity, or po-
tency of the product.

(b) Radioactive biological products.
Samples of any lot of a radioactive bio-
logical product, as defined in § 600.3(ee)
of this chapter, together with the pro-
tocols showing results of applicable
tests, may at any time be required to
be sent to the Food and Drug Adminis-
tration for official release. Upon notifi-
cation by the Director, Center for Drug
Evaluation and Research, a manufac-
turer shall not distribute a lot of a ra-
dioactive biological product until the
lot is released by the Director, Center
for Drug Evaluation and Research: Pro-
vided, That the Director, Center for
Drug Evaluation and Research shall
not issue such notification except when
deemed necessary for the safety, pu-
rity, or potency of the product.

(Information collection requirements ap-
proved by the Office of Management and
Budget under control number 0910–0206)

[40 FR 31313, July 25, 1975, as amended by 49
FR 23834, June 8, 1984; 50 FR 10941, Mar. 19,
1985; 55 FR 11013 and 11014, Mar. 26, 1990]

Subpart B—General Provisions

§ 610.9 Equivalent methods and proc-
esses.

Modification of any particular test
method or manufacturing process or
the conditions under which it is con-
ducted as required in this part or in the
additional standards for specific bio-
logical products in parts 620 through
680 of this chapter shall be permitted
only under the following conditions:

(a) The manufacturer presents evi-
dence, in the form of a product license
supplement, demonstrating that the
modification will provide assurances of
the safety, purity, potency, and effec-
tiveness of the biological product equal
to or greater than the assurances pro-
vided by the method or process speci-
fied in the general standards or addi-
tional standards for the biological
product; and

(b) Approval of the modification is
received in writing from the Director,
Center for Biologics Evaluation and
Research (HFB–1), 8800 Rockville Pike,
Bethesda, MD 20892.

[49 FR 15187, Apr. 18, 1984; 49 FR 21317, May
21, 1984, as amended at 51 FR 15607, Apr. 25,
1986; 55 FR 11014, Mar. 26, 1990; 59 FR 49351,
Sept. 28, 1994]

§ 610.10 Potency.
Tests for potency shall consist of ei-

ther in vitro or in vivo tests, or both,
which have been specifically designed
for each product so as to indicate its
potency in a manner adequate to sat-
isfy the interpretation of potency given
by the definition in § 600.3(s) of this
chapter.

§ 610.11 General safety.
A general safety test for the detec-

tion of extraneous toxic contaminants
shall be performed on biological prod-
ucts intended for administration to hu-
mans. The general safety test is re-
quired in addition to other specific
tests prescribed in the additional
standards for individual products in
this subchapter, except that, the test
need not be performed on those prod-
ucts listed in paragraph (g) of this sec-
tion. The general safety test shall be
performed as specified in this section,
unless: Modification is prescribed in
the additional standards for specific
products, or variation is approved as a
supplement to the product license
under § 610.9.

(a) Product to be tested. The general
safety test shall be conducted upon a
representative sample of the product in
the final container from every final
filling of each lot of the product. If any
product is processed further after fill-
ing, such as by freeze-drying, steriliza-
tion, or heat treatment, the test shall
be conducted upon a sample from each
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